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CLAIMS 



1. Pharmaceutical composition comprising 

5-[[4-[3-Methyl^-oxo-3,4-dihydro-2-quinazolinyl]methoxy]phenyl-methyl]th 
dione or a pharmaceutically acceptable salt thereof, 
and optionally a pharmaceutically acceptable carrier. 

2. A composition acceding to clainTl^n the form of a tablet, a powder or a capsule. 

3. A process for the preplaration of a composition according to clai(fri^^p-3^hich comprises 
the step of forming a ppftJcuSr^ of : 
5-[[4-[3-Methyl-4-o)«)-3,4^dih^ro-2-q^ 

dione or a pharmaceuticaUy accehtable salt thereof, 
and one or more pharmac^utig^tly acceptable carriers. 

4. A process for the preparation 6{ a composition according to claim 1 -ef-S-which comprises 
the following steps: 

forming -a^ixture accord i ng40 '- GTa i m^ - , 

and direct compression of the mixturewith excipients of a low water content. 



5. A process according to claim 3 ef-4-characterized in that the steps are carried out at low 
water vapour pressure and low oxygen pressure. 



6. A pharmaceutical composition comprising 

5-[[4-[3-Methyl-4-oxo-3,4-dihydW2-quinazolinyl]methoxy]phenyl-methyl]thiadiazolidine-^ 
dione or a pharmaceutically acceprtable salt thereof, 

and pharmaceutically acceptable e\cipients with low water content and an antioxidant. 



7. The pharmaceutical composition according to claim 6 in the form of a tablet, a powder or a 
30 capsule. 

8. The pharmaceutical composition'^^^Mccording to claim containing, expressed in parts 
by weight per 100 parts of 5-[[4-[3-Wtet|^^ 

methyl]thiadiazolidine-2,4-dione, or of ol^e of its pharmaceutically acceptable salts and be- 



tween 1 and 100 paris by weight of an antioxidant and the pharmaceuticaliy acceptable ex- 
cipients selected among the following: 

between 100 and 400,000 parts by weight of anhydrous lactose, 
between 1 and 100 partspy weight of an antioxidant, 
between 50 and 500 partsMDy weight of pregelatinized starch, 
between 1000 and 10,000 parts by weight of microcrystalline cellulose, 
between 10 and 500 partp^^\Nemht of crospovidone, 
between 1 0 and 500 parts oy weight of silicon dioxide, 
between 10 and 500 parts by weigl;^ of hydrogenated vegetable oil, 
between 10 and 500 parts byW^ht of magnesium stearate, 
between 10 and 500 parts by we\ght of hydroxypropyl methylcellulose, 
between 10 and 500 parts by weiaht of hydroxypropyl cellulose, 
between 1000 and 10,000 parts b^weight of Mannitol, 
between 10 and 500 parts by weight of stearic acid, 
between 10 and 500 parts by weight pf Titanium Dioxide. 



9. The pharmaceutical opmposition according to claim 6-e^wherein the pharmaceuticaliy 
acceptable excipients areyselected among from the following: 
between 100 and 400,OOoVarts by weight of anhydrous lactose, 
between 50 and 500 parts bV weight of pregelatinized starch, 
between 1000 and 10,000 pants by weight of microcrystalline cellulose, 
between 10 and 500 parts by weight of crospovidone, 
between 10 and 500 parts by weitaht of silicon dioxide, 
between 10 and 500 parts by weight of hydrogenated vegetable oil, 
between 10 and 500 parts by weight of magnesium stearate, 
between 10 and 500 parts by weight of hydroxypropyl methylcellulose, 
between 10 and 500 parts by weight of hydroxypropyl cellulose, 
between 1000 and 10,000 parts by weight oKMannitol, 
between 10 and 500 parts by weight of stearicSacid, 
between 10 and 500 parts by weight of TitaniurmDioxide, 

expressed in parts by weight per 100 parts of 5-[[V[3-Methyl-4-oxo-3,4-dihydro-2- 
quinazolinyl]methoxy]phenyl-methyl]thiadiazolidine^,4-dione, or of one of its phar- 
maceuticaliy acceptable salts. \ 




10. The pharmaceutical compp&itipn according to claim 6-ei^ wherein the pharmaceutically 

acceptable excipients are selectew^^ the following: 

lactose and/or cellulose microcf^/sfalline, magnesium stearate or talc. 



11. The pharmaceutical composition according to claim S'-op^ wherein the pharmaceutically 
acceptable excipients h^e a low water content. 

/ 

12. The pharmaceutical comp^ysition according to claim 6-ei^wherein the pharmaceutically 
acceptable excipients have a veryJow water content. 

13. The pharmaceutical composition according to claim S-ee^ wherein the pharmaceutically 
acceptable excipients are in a dry form. 



to clainfi^6-€ 



14. The pharmaceutical con(jposition according to clainffS-et^ wherein the antioxidant is se- 
lected from the following: 
a-tocopherol, y-tocopherol, S-tbcopherol, extracts of natural origin rich in tocopherol, L-ascor- 
bic acid and its sodium or c^rioutari sa^te, ascorbyl palmitate, propyl gallate (PG), octyl gallate, 
dodecyl gallate, butylated hydroxyvanisc^e (BHA) or butylated hydroxy toluene (BHT). 



to claifTi^-< 



15. The pharmaceutical composition according to claifn wherein the antioxidant is a- 
tocopherol. 



to claiiTT^, 2, 6 or 7 

scteilfrc 

claifn^&^^f^whic 



16. The pharmaceutical composition according to claim 1, 2, 6 or 7 associated with at least 
one customary additive selecte\from among the sweeteners, flavouring agents, colours and 
lubricants. 




17. A process for the preparation 6( a composition according to claifn which comprises 
the step of forming a mixture of: 
5-[[4-[3-Methyl-4-oxo-3,4-dihydro-2-qjii^ 
dione or a pharmaceutically acceptame\salt-th 

and one or more pharmaceutically acce^abjfe excipients and an antioxidant. 



18. A process for the preparation of a comppsition according to clairh 6 -©f^ which comprises 
the following steps: 
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forming-a-mixture acoording to \; l Qjfin - 1 7, and direct compression of the mixture. 

19. A process according to clafiria ^T^M^characterized in that the steps are carried out at 
low water vapour pressure and loWyoxygen pressure. 



10 



20. The pharmaceutical composition according to anyone of the preceding claims comprising 
the following: 

5-[[4-[3-methyl-4-oxo-^,4-dihydro-2-quinazolinyl]methoxy]phenyl-methyl]thiadiazolidine-2,4- 
dione, potassium salt \ 9% 
Cellulose Microcrystalllin^ 20% 
Lactose \ 66% 

Magnesium Stearate \ 0.5% 
Talc \ 4.5%. 



15 



W. 20 



25 



30 



21. The pharmaceutical composinpn according to anyone of the preceding claims comprising 
the following: 

54[4-[3-methyl-4-oxo-3,4-dihydro-2-iminazolinyl]methoxy]phenyl-methyl]thiadia20 
dione, potassium salt \l8% 
Cellulose Microcrystalline 50% 
Mannitol 5X% 
Magnesium Stearate O.ovo 
Talc 4.5*?* 



airfisco 



22. The pharmaceutical composition according^ to anyone of the preceding clairns comprising 
the following: 

5-[[4-[3-methyl-4-oxo-3,4-dihydro-2-quinazolinyl]\iethoxy]phenyl-methyl]thiadiazolidine-2,4- 
dione, potassium salt 18% 
Lactose 81.5% 
Magnesium stearate 0.5%. 



23. The pharmaceutical composition according to anyonig of the preceding claims comprising 
the following: 

5-[[4-[3-methyl-4-oxo-3,4-dihydro-2-quinazolinyl]methoxy]pl5enyl-methyl]thiadia2olidine-2,4- 
dione, potassium salt 0.09% 
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Mannitoh 
Magnesiu?n stearate 



98% 
2%. 



24. The phar\iaceutical composition according to anyone of the preceding claii^is^omprising 
5 the following: 

5-[[4-[3-rriethyI-4^oxo-3,4-dihydro-2-quinazolinyl]niethoxy]phenyl-methyl]thiadiazolidine-2,4- 
dione, potassium Bait 0.09% 
Hydrogenated vegetable oil 6.25% 
Talc \ 5% 

10 a-tocopherol \ 50% of 5-[[4-[3-methyl-4-oxo-3,4-dihydro-2- 

quinazolinyl]methoxy]pinenyl-methyl]thiadiazolidine-2,4-dione, potassium salt 
Lactose DCL21/Mannito\ Up to 200 g. 



ffl 25. The pharmaceutical coqiposition according to anyone of the preceding claifns comprising 
'|I 15 the following: 

- 5-[[4-[3-methyl-4-oxo-3,4-dihydro-2-quinazolinyl]methoxy]phenyl-methyl]thiadiazolidine-2,4- 
y, dione, potassium salt \ v 0.09% 

Povidone \ ^ 7.5% 

Hydroxypropylmethyl cellulose \ 1.5% 
20 Croscarmelose sodium \l.56% 
Talc \l% 
Magnesium stearate 0.5% 
Lactose 300 mesh up fto 200 g. 



25 26. The pharmaceutical composition accorl^ing to anyone of the preceding claims comprising 
the following: 

54[4-[3-Methyl-4-oxo-3,4-dihydro-2-quinazolir\yl]methoxy]phenyl-methyl]thiadiazolidine-2,4- 
dione, potassium salt 0.1096 g 

Mannitol 2.5 g 

30 Hydroxypropyl-p-cyclodextrin 10 g 

and diluted with 92 mL water before use. 



27. The pharmaceutical composition according to anyJ^ne of the preceding claims comprising 
the following: 



• 



• 
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5-[[4-[3-Methyl-4-oxo-3,4-dihwro-2-quinazolinyl]methoxy]phenyl-m 
dione, potassium salt \ 1 .096 g 

Mannitol \ 2.5 g 

Hydroxypropyl-(i-cyclodextrin \ 10 g 
Sodium Carbonate, anhydroL 
NaaCOa ^ \l5 mg 

and diluted with 92 mL water before Vjse. 



